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OAO «®apmcrangapr - JlekcpencTsa»

305022, Poccust, Kypek, yn.2-s Arperarnasi, a.1a/18
Jlupexrop o kauecTy: Tei/pakc (4712) 36-08-06, e-mail<ealysenko@pharmstd.ru>
Havansank OKK: Ten/daxc (4712) 36-08-90

Nacnopt N2 040000852162

HaumeHoBaHue npenapata no HA,
Homep cepum 2540726
[ata npoussoacrea 30.07.2026

docdornuns® Kancynbl

ToaeH po 07/2029

AHanu3sbl/UCnbITaHUA NPOBeAEHbl B COOTBETCTBMM € H,

©.0639/5

Crp. 1 uz3

Konnuectso npoAayKuum B cepuu (T.ynak) 6,312

H/, /IN-N2(008744)-(Pr-RU)-291225

Dara HaumeHoBaHue Tpe6oBanua HA,

aHausa nokasareneu

Pe3ynbraTtbl aHaAU30B/MCNbITaHWI

09.08.2026 OnucaHue ®EASC, 2.5.1.10., opraHonenTU4ecKui

Kancynbl TBepablie kenatnHosble NeO; kopnyc
Karncy/bl - OpaH}KeBoro LgeTa, Kpbllleyka —
YepHOro LseTa.

CofepXMmoe Kancyn — rpaHyIMpoBaHHbIn
NMOpPOLLIOK OT 6eN10ro Co CNerka KentosaTbim
OTTEHKOM [10 CBET/I0-}KENTOrO LiBeTa, CO cnabbim

CI'IeLl,VId)VHECKVIM 3anaxom.

CoortsetcTByeT

Kancynbl TBepable enatnHosble NeO;
KOPNYyC Kancybl - OPaH>eBoro LseTa,
KpblLLeYKa — YepHOoro LugeTa.
Copepumoe Kancyn —
rpaHyMpPOBaHHbIN NopoLok 6enoro co
CIerka ¥enToBaTblM OTTEHKOM LiBETa, CO
cnabbim cneundUyecKkMm 3anaxom.

®EADC, 2.1.2.26., 2.1.2.36., TCX, meToaMKa
npovsBoauTens

06.08.2026 NoeHTndnkaums:

- docdhaTmamnxonuH
Ha xpomaTtorpamme ucnbITyeMoro pactsopa
[OMKHO OBHAPYKMBATLCA NATHO HA YPOBHE MNATHA
Ha xpomaTorpamme pactsopa CO
docdatnannxonmHa; a Takxe NATHa, HaxoaAwmecs
Ha ypoBHe NATeH Ha xpomaTtorpamme pactsopa CO
nmsodocdaTnamnxonmHa m pactsopa CO
docdatnannxonnHa; gonyckaetcs obHapyKeHue
LPYrUX NATEH.

CoortsetcTByeT

Ha xpomatorpamme mcnbiTyemoro
pacTBopa 06HapyKeHO NATHO Ha YPOBHE
nATHa Ha xpomaTorpamme pactsopa CO
dochaTMaANNXONUHA; a TaKXKe NATHA,
HaXo4ALMECA HA YPOBHE NATEH Ha
XpomaTtorpamme pactsopa CO
nusodocdaTmamnxonunHa u pacrsopa CO
docdatnamnxonmHa. O6HapyKeHbl
apyrue natHa.

06.08.2026 NaeHTuduKaums:
- TPUHaTpMeBas conb
ULMPPUINHOBOM

®EAIC, 2.1.2.24., YO - cnekTpodoTOMETPUSA,
MeTOoAMKa NpousBoauTeNa

Y®-cneKTp NOrnoLLeHa UCNbITYEMOro pacTeopa,
KUCNOTbI NPUroTOBNEHHOTO AN KONMYEeCTBEHHOMO
onpeaeneHuna TpMHaTPUEBOM CoNm
TMULUMPPU3UHOBOM KMCNOTbI, B 0bnactu ot 230 ao
360 HM AO/IKEH MMETb MAaKCMMYM MOINOLWEeHNA
npu (258+2) Hm.

KauecTBeHHas peakuma ¢ aHIMAPUAOM YKCYCHbIM U
CEPHOI KMCNOTOM KOHLEHTPUPOBAHHOW, MeTOAMKA
npoussogmTens

MNMosaBneHVe opaHXeBOro OKpawmBaHuUs.

CoortsetcTByeT

Y®-cneKTp NornoweH1a NCnbITyemoro
pacTBopa, NPUroTOBAEHHOrO ANA
KONIMYECTBEHHOrO onpeaeneHuns
TPUHATPUEBOW CONMU MMNLUPPU3UHOBOMN
Kncnotsl, B o6nactu ot 230 ao 360 HM
MMeeT MaKCMMYM MOTNOLWEHUA NPU
257,1 Hm.

CoortsetcTByeT

MoasnaeTcA opaHKeBOe OKpalLUMBaHKe.

09.08.2026 NpeHTndmkaums:
- HaTpuiA OKpaluMBaHMe NAAaMEHM B XKeNTblii LBeT

XapaKTepHas peakuus, MeToaMKa Npon3BoauTens

CooTBetcTByeT
Mnama OKpaLMBaAETCA B KeNTbli LBeT

09.08.2026 UpeHTndmkaumn: KauecTBeHHas peakums, MeToavKa NpoussoauTens
Mpu pobasneHnn pabouero pacrteopa K
UCMbITYeMOMY PacTBOpY, NPUroTOBNEHHOMY ANA
KONMYECTBEHHOTO ONpPeAeNeHNs, AOMKHO

HaﬁﬂlO,Cl,aTbCﬂ CUHEee OKpallnBaHue.

CoortsetcTByeT
HabntofaeTcs cuHee oKpaluMBaHue.

®EADC, 2.1.9.5.

CpegHan macca coaepXMMOoro Kancyn

460 mr + 10 %

(oT 414 mr po 506 mr)

®EAIC, 2.1.9.5.

[onycTmoe OTKIOHEHMWE OT CpesHen Macchbl
copepkmmoro Kancyn £ 10 %

®EAIC, 2.1.9.5.

[onyctTmoe OTKIOHEHMWE OT CcpeaHei Macchbl

06.08.2026 OpHOPOAHOCTL Macchl

cogepxumoro kancyn + 10 %

457,8 mr

-4,8 %

4,0 %

09.08.2026 Pacnagaemoctb ®EAIC, 2.1.9.1. (c amMckamu)

15,0 MuH.
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He 60nee 20 MuH
06.08.2026 3013, HepacTBOpMMan B ®EASC, 2.1.8.1. 23%
Kucnore He 6onee 3,0 %
X/10PUCTOBOAOPOLHOW
06.08.2026 OpHopoaHOCTb ®EASC, 2.1.9.14., cnocob npamoro onpeaeneHus, 3,8%
[,03MPOBAHHBIX eANHUL, ®EADC, 2.1.2.24., YO - cnekTpodoTOMeTpUs,
MeToZMKa NpousBoanTens
B cooTBeTcTBMU C TpeboBaHUAMM.
AV<15%
06.08.2026 KonnyectseHHoe ®EADC, 2.1.2.24., YO - cnekTpodoTOMeTpUs, 66,9 mr
onpeaenexve MeTOoAMKa NpounsBoanTens
- dochaTMamnxonuH B opHolt Kancyne:
o1 58,5 no 71,5 mr, cuntaa Ha cpeaHIo0 maccy
COAEPKMMOro Kancynbl.
06.08.2026 KonnuectseHHoe ®EADC, 2.1.2.24., YO - cnekTpodoTOMETPUS, 34,9 mr
onpegenexve MeTOoZMKa NpounsBoanTens
- TPUHaTpMeBan conb B ogHol Kancyne:
TAULMPPUSUHOBOM ot 25,0 go 45,0 mr, cumTasn Ha cpegHioo maccy
KWUCNOTbI COAEPKMMOrO Kancynbl.
10.08.2026 MuKpoburonornyeckas ®EASC, 2.3.1.2,,2.1.6.6., 2.1.6.7. Kateropua 3 b MeHee 10 KOE/r
yucrota O6Lwee 4Mcno aapobHbIX MUKPOOPraHU3MOB — He
6onee 10"4 KOEB1T;
®EADC, 2.3.1.2.,2.1.6.6., 2.1.6.7. Kateropus 3 b Menee 10 KOE/r
ObLuee YMCIO APOKIKEBLIX U NAECHEBbIX TPU60B
—He 6onee 102 KOEB 1]
®EASC, 2.3.1.2.,2.1.6.6., 2.1.6.7. Kateropua 3 b OTcyTcTBYET
Ortcytctue Escherichiacolis 1;
®EASC, 2.3.1.2,,2.1.6.6., 2.1.6.7. Kateropua 3 b OTcyTcTBYeT
OrtcytctBue Staphylococcus aureuss 1.
®EADC, 2.3.1.2.,2.1.6.6., 2.1.6.7. Kateropus 3 b OTcyTcTBYyeT
Ortcytcteue Salmonella spp. 8 10 1
®EASC, 2.3.1.2,,2.1.6.6.,2.1.6.7. Kateropna 3 b Menee 10 KOE/r
IHTEPODBAKTEPUIA, YCTONUMBDIX K KENYN — He Bonee
1072 KOEB 1T
09.08.2026 OnucaHne ynakoBKM B cootsetctemu ¢ HA, /IN-N2(008744)- CootBeTcTByeT
(Pr-RU)-291225 Mo 12 Kancyn B KOHTYPHYHO AYEKOBYHO
Mo 10 unm 12 Kancyn B KOHTYPHYLO AYENKOBYIO YNAKOBKY M3 MJIEHKK
YNaKOBKY M3 NIEHKW NONUBUHUAXNOPUAHON U NOANBUHUAXNOPUAHOW U dOoNbIn
donbru antoMmmMHMEBOM NeYaTHOM NaKUPOBAHHOM. ANlOMUHUEBOW NeYaTHoOM
2, 3, 5 KOHTYPHbIX AYEMKOBbIX YNaKoBOK no 10 NIAKMPOBAHHOM. 8 KOHTYPHbIX AYEMKOBbIX
Karncys, Uan 8 KOHTYPHbIX AYEMKOBbIX YNIAaKOBOK MO ynakoBok no 12 kancyn smecTte ¢
12 kancyn BMmecTe € IMCTKOM - BKNaZblLLeM No JINCTKOM - BKNaAblLeM NO NPUMEHEHMNIO
NPUMEHEHMIO MOMELLAIOT B MaYKy M3 KapTOHa. nomelLeHbl B NaYKy U3 KapToHa. 30
nayek B 04HOM Kopobe.
09.08.2026 MapkupoBka B cootsetcteum ¢ H, /IN-Ne(008744)- CooTBetcTByeT
(Pr-RU)-291225 1) Ha nepBMYHOW yNaKkoBKe yKasaHbl:
1) Ha nepBUYHOW yNaKoBKe yKa3blBaETCA: TOProBoe TOpProBoe HaMMeHOBaHWe npenapaTa ¢
HaumeHOBaHWe npenapara c NpeaynpeauTenbHom npeaynpeautenbHO MapKupoBKom ©,
MapKMPOBKOW ®, rpynnmMpoBoYHOe HanMeHOoBaHMe rpynnupoBoYHOE HaMMeHOBaHWe Ha
Ha pPyCCKOM A3blKe, 1eKapcTBeHHas Gopma, PYCCKOM A3bIKe, NekapcTBeHHas opma,
KO/IMYECTBO Kancy/, TOBAPHbIM 3HaK AepKaTens KONMYECTBO Kancy/, TOBapHbIW 3HAK
perncTpaumoHHOro yA0CTOBEPEHUA, HOMEP Cepuin, AepKaTena perucTpaLMoHHOro
aTa UCTeYeHM s CPoKa roAHOCTM («rogeH Ao:»); YAOCTOBEPEHUA, HOMep cepuu, aata
MOXeT bbITb HaHeceHa BHYTPUNPON3BOACTBEHHAA MCTeYeHUs CPOKa rogHoCTHU («rogeH
nHdopmauma (dapmakoabl, TEXHONOTMYECKME 00:»).
MEeTKM). [ONONHWUTENbHO HA KOHTYPHOM
JONONHUTENBHO HA KOHTYPHOM AYeiKoBOM AYeMKOBOM ynakosKe no 12 Kancyn
ynaKkoBkKe no 12 Kancyn ykasbisatoT: «YTPO», yKaszaHbl: «<YTPO», « AEHb», «BEYEP» 1
«[AEHb», «BEMEP» 1 TemaTu4yeckne pucyHku, TemaTU4YecKue pUCyHKKU, obosHavatowme
0603HavatoLe Bpems CyTOK. BPEMA CYTOK.
2) Ha BTOpMYHOI ynaKoBKe yKa3blBaeTCA: TOProsoe 2) Ha BTOPUYHOW yNaKoBKe yKa3aHbl:
HaumeHoOBaHWe npenapara c npeaynpeauTenbHom TOpProBoe HaMMeHOBaHWe npenapaTta ¢
MapKUPOBKOW ®, rpynnmMpoBoYHOe HauMeHOBaHMe npeaynpeauTenbHON MapKUpoBKoW ©,
Ha pyCcCKOM f3blKe, NeKapcTBeHHana Gopma, rpynnupoBoYHOE HaMMeHOBaHWe Ha
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KO/IMYECTBO Kancy/ B yNaKOBKE, COKPALLEHHOE
HaumeHOBaHWe AeprKaTens PerncTPaLMoHHOro
yAO0CTOBEPEHMA (COBNAaeT C HAMMEHOBaHMEM
npeanpUATUA-NPOU3BOAMUTENA), aApec AepKaTens
perncTpaumoHHOro yaocToBepeHus (ctpaHa)
(coBnagaeT c agpecom nponssoguTens),
TOBaPHbIV 3HAK AEepKaTeNs PErUCTPALMOHHOIO
YA,0CTOBEPEHMSA, COCTAaB Ha OAHY Kancyny
(HavmeHoBaHMe M KONMYECTBO AENCTBYIOLLUX
BeulecTs), MpeaynpeaunTensHble HaANUCHK:
«CoAepKUT KpacuTelb CONHEYHDbIIN 3aKaT KenTbli
(E 110)», «XpaHWTb B HEAOCTYMHOM ANA AeTei
MecTe», YC/I0BUA XPaHeHUs, YCI0BMA OTNYCKa,
«na npuema BHyTpb», «TENATOMPOTEKTOP ¢
NPOTUBOBOCNANNTENbHOW aKTUBHOCTbIO», HOMEP
cepuu (LaTa NPOM3BOACTBA BKIOYEHA B HOMEP
cepum), AaTa UCTEYEHUA CPOKA FOAHOCTH,
WTPUX-Koa, papmakos.

[onyckaetca HaHeCeHWe TEXHONOTUYECKUX METOK
oT/InYmA B 0603HAYEHHOM 30He,
NPOU3BOACTBEHHbIX KOAOB.

[JOonNoNHUTENbHO HAHOCAT CPeACTBa
NOEHTUGUKALMMU AN CUCTEMbI MOHUTOPUHIA
LBUKEHWA IEKAPCTBEHHbIX MPenapaTos Ans
MeAMLMHCKOro NPUMEHEHUA.

PYCCKOM A3bIKE, NEKAapPCTBEHHAn Gopma,
KONMYECTBO Kancy/ B yNaKoBKe,
COKpaLleHHOe HauMmeHoBaHue
OeprKaTens perucTpaumMoHHoro
yAoCToBepeHus (coBnagaer ¢
HaMMEeHOBaHMEM
npeanpuATMA-NPOM3BOAMTENS), agpec
OeprKaTens pPerucTpaLmMoHHOro
yAocToBepeHusa (cTpaHa) (coBnagaet ¢
a\pecom Npou3BOAUTENA), TOBAPHbIN
3HaK AepyKaTens perncTpaumoHHoro
YA0CTOBEPEHMSA, COCTaB Ha OAHY Kancyny
(HaMmeHOBaHMeE U KONMYECTBO
OEeNCTBYIOLMX BELLECTB),
MpeaynpeanTenbHbie HagNUCK:
«COOEPHKUT KpacuTeNb CONHEYHbIN 3aKaT
wentoint (E 110)», «XpaHuUTb B
HeAO0CTYNHOM ANA feTeil mecTey,
YCN0BUA XpaHeHWs, YCNOBMA OTMYCKa,
«Ana npuema BHYTpPb»,
«ENATOMPOTEKTOP ¢
NpPOTMBOBOCNANANTE/IbHOM
aKTUBHOCTbIO», HOMEP cepun (aata
NPOM3BOACTBA BK/IOYEHA B HOMEP
cepuu), faTta UCTEYEHMA CPOKA FOA4HOCTH,
WTpUx-Koa, dapmakoa.

HaHeceHbl NPOV3BOACTBEHHbIE KOAbI.
[ononHUTEeNIbHO HaHeCceHbl CpeacTsa
MAEHTUOUKALMM ONA CUCTEMDI
MOHUTOPWHTA ABUKEHUA NEKAPCTBEHHbIX
npenapaTos 419 MeAULMHCKOTOo
NpUMeHeHus.

09.08.2026 Ycnosua xpaHeHua

XpaHuTb Npu TemnepaTtype He Bbiwe 25 °CB
OPUTMHANBbHOW YNaKoBKe (KOHTYPHOW A4YeliKoBoM
ynaKoBKe B MayKe) A5 3alumThbl OT CBETa.

CoortsetcTByeT

09.08.2026 CpoK rogHocTy (CpoK
XpaHeHus)

3roga

lopen go 31.07.2029

3akntoueHune OKK: JlekapcTBeHHbIV npenapat dochornme® kancynbl cepun 2540726 cootsetctayet HJ, /IN-Ne(008744)-

(Pr-RU)-291225

Beaywmii cneymanmct (no Kauecrsy
roToBOro NPoAyKTa):

LeBuoBa Hatanba AnekceesHa

NognucaHo QHQKTpOHHOi/‘I noanncbo

11.08.2026 13:15 30655377-7961135778

[aTa Bblgaum 3aknoyeHns o kadyectse 11.08.2026



